


Introduction 

provides information in support of the rule-maki 
rug Products for Over-the-Counter Human Use; 

ealth-Care Antiseptic Drug Products (TFM) 59 Fed. Reg. 31401 (June 
1994 the Soap and Detergent Association and the Cosmetic, Toiletry, 
sociation (SDAICTFA) Industry coalition (“Industry Coa~it~on3’) has 

r of submissions to FDA providing data and comment pertinent to 
aking, including comments on the TFM and the pro 

Continuum Model (HCCM) (submitted June 13,1995), a d 
esting (submitted September 29, 1999), a Citizen Petition for 
r product categories in the HCCM (submitted April 2, 2001) a 

Citizen Petition addressing several OTC Monograph flexibility issues associated with 
submitted June I, 2001) and a Citizen Petition on healthcare products, 
rformance criteria, and active ingredients (submitted August 6, 2001). 

se of this petition is to provi e the Agency with the specific information 
in November 1999 on testing, including time kill kinetic studies, and the 

results of a study on the e of neutralization on surrogate en oint testing. We are 
also provjding a copy of the cember 8, 1999 letter to the Agen confirming the 

g~eements that were rea at that meeting, as well as a copy of the Industry 
oalit~on Proposal for Finished Product Efficacy Testing of Health Care Antjsept~c Drug 
roducts September 29, 1999. 

glowing general principles serve as guidance for se 
appropriate test methods: 

, and peer-reviewed test methodologies ensure re~iab~lity~ 
parability of test results. 

ethods should simulate actual use conditions, esent a minimum 
zard to investigator and subject, be reasonably econom 1, and be flexible 

enough to handle a variety of product forms. 

icrobial test methods should use a relia le and readily available supply of 
standardized microorganisms 

situations where product form, ingredients, o other factors preclude t 
a method, use of an equivalent method should 
general guidelines embodied in the original test method. 

an Society r Testing and Materials (ASTM) methods are proposed for testing 
because they embody these principles. Use of ASTM procedures ensures that periodic, 
peer review of the methods will maintain their validity, currency, and reproducibility. 
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with an ingredient-based en incorporate 0th 
in viva tests is proposed. rovides data on the speed o 

ruduct (~~ v@o test), and demonstrates its ability to meet the 
using the in vivu test noted for the proposed indication. 

in v~vo surrogate en oint test onstrate the potent~ai efficac 
nt~ba~te~a~ products vifro tin? sts demonstrate the potent~a 

peed of antibacterial activity of the product against bacteria re sentative of the use 
situation. In viva test methods demonstrate the product attri s under co~d~~io~s 

ufate use sjtuatiun(s). The key performance attribute 
is electiveness against bacteria representative of tho ountered in the 
situation. depending on the situation and task., fast action, persistence, and/or 

ay also be desirable attributes. 

Persistence is defined as the pro onged or exte ded antimicro that prevents 
e proliferation or survival of microorganisms after a of the product. 
demonstrated by sampli a site several minutes urs after approbation 

bacterial antimic al effectiveness over a baseline. 

is defined as a p~og~~ss~ve 
mlcroorgan~sms recovered fol~owjn~ repeated 

s itself in in viva surrogate end point tests as an increase 
cts following two or more applications. This effect should 

persistence, which is time, rather than applicati 

This 
gqo reductions 

confused with 

as effective and 

ctivity. Therefore, when Category I ac 
product formulations~ testing Is neede 

ental met hods e used to demonstrate 
a~~b~tes of the formula to support other trut 
necessarily ~nd~eatjons or label claims. 

In September 19 e ~ndust~ Goafit on subm~~ed a bri 
ency detaj~ing any technical issues that need to 

achieve test methodologies that are reliable, reproducible and able to affow comparison 
of test results. At the feedback meeting held November 3, 1999, the hollowing 
agreements were reached: 

IC tes ory I active jngred~ents should not be 
product efficacy testing requirements in the final rule making. 

+ Control of methodology is necessary to ensure vapidity. 
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